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1

FLEXIBLE DEBULKING CATHETERS WITH
IMAGING AND METHODS OF USE AND
MANUFACTURE

CROSS-REFERENCE TO RELATED D
APPLICATION

This application 1s a continuation of U.S. application Ser.

No. 13/293,798, filed Nov. 10, 2011, entitled “Flexible
Debulking Catheters with Imaging and Methods of Use and 1©
Manufacture”, which claims the benefit of U.S. Provisional
Patent Application No. 61/509,866, filed Jul. 20, 2011,
entitled “Flexible Debulking Catheters with Imaging and
Methods of Use”, and U.S. Provisional Patent Application
No. 61/412,674, filed Nov. 11, 2010, entitled “Flexible 15
Debulking Catheters with Imaging and Methods of Use™, the
contents of each of which are hereby incorporated by refer-
ence herein.

FIELD OF THE INVENTION 20

The present invention relates generally to systems and
methods for debulking body lumens. More particularly, the
present invention relates to atherectomy catheters for treating
vascular disease. 25

BACKGROUND OF THE INVENTION

Cardiovascular disease frequently arises from the accumu-
lation of atheromatous material on the inner walls of vascular 30
lumens, particularly arterial lumens of the coronary and other
vasculature, resulting 1n a condition known as atherosclero-
s1s. Atherosclerosis occurs naturally as a result of aging, but
may also be aggravated by factors such as diet, hypertension,
heredity, vascular injury, and the like. Atheromatous deposits 35
can have widely varying properties, with some deposits being
relatively soft and others being fibrous and/or calcified. In the
latter case, the deposits are frequently referred to as plaque.

Vascular disease, and atherosclerosis in particular, can be
treated 1n a variety of ways, including drugs, bypass surgery, 40
and a variety of catheter-based approaches. One catheter
based approach 1s intravascular debulking or removal of the
atheromatous or other material occluding a blood vessel. Of
particular interest to the present invention, a variety of meth-
ods for cutting or dislodging material and removing such 45
material from the blood vessel have been proposed, generally
being referred to as atherectomy procedures. Atherectomy
catheters intended to excise material from the blood vessel
lumen generally employ a rotatable and/or axially translat-
able cutting blade which can be advanced into or past the 50
occlusive material 1n order to cut and separate such material
from the blood vessel lumen. In particular, side-cutting
atherectomy catheters generally employ a housing having an
aperture on one side and a blade which 1s rotated or translated
past the aperture. 55

Although atherectomy catheters have been considered suc-
cessiul 1n treating many types of atherosclerosis and resteno-
s1s, improved atherectomy catheters and methods are con-
tinuously being pursued. For example, many currently
available atherectomy catheters have cutters enclosed in rela- 60
tively large diameter distal housings to assure that the cutter
can be safely transported within the vessel. To provide storage
capacity for sullicient volume of material while treating the
vessel the cutter housings are often lengthened. It has also
been proposed to combine 1maging into atherectomy cath- 65
cters. Imaging transducers, 1f provided, may impact the flex-
ibility of the distal catheter region because the transducers are
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generally rigid. Decreased tlexibility and increased length of
the distal catheter region may make 1t more difficult to intro-
duce and withdraw the distal end of the catheter through
tortuous regions of the vasculature.

The present invention overcomes some of these problems
associated with prior art devices. In particular, the present
invention relates to methods and devices for imaging and
removing tissue from a body lumen such as a blood vessel or
other vascular location. Although the present invention may
be used for removing material from a vascular location 1t may
find uses 1n other body lumens as well. It 1s understood that
although the invention may be described with respect to use 1in
blood vessels the methods and devices of the present inven-
tion may be practiced in any body lumen.

SUMMARY OF THE INVENTION

Various catheter embodiments and their methods of use
and manufacture are disclosed herein. Distinguishing fea-
tures that may be included 1n these catheter embodiments and
methods are described below in connection with specific
embodiments or methods. It 1s intended that the catheters and
methods described herein may include one or more of these
teatures individually or in combination and it 1s not intended

that this disclosure be limited to the specific combination of
features described in connection with the embodiments or

methods disclosed herein.

I'he embodiments disclosed herein are directed to catheters
and methods for removing material from (or “debulking”) a
body lumen while imaging the lumen and to methods of
making the catheters. These catheters have suflicient flexibil-
ity, torqueability and tensile strength to be used 1n a variety of
body lumens, including but not limited to intravascular
lumens such as coronary or peripheral vasculature. Debulk-
ing catheters are used to remove occlusive matenal, such as
atherosclerotic plaque, from vascular lumens, but they may
alternatively be used to remove other materials. Generally,
debulking catheters include a proximal portion, a distal por-

tion having an opening (or “window”), a cutting element (or
“tissue debulking assembly”) which may be exposed through
the opening to contact material 1n a body lumen and an 1mag-
ing transducer with associated circuitry and display. The cath-
cter debulks a body lumen when 1t 1s moved while the cutting
clement 1s 1n contact with the matenial 1in the lumen and the
lumen 135 1s imaged belfore, after, or during catheter move-
ment.

The embodiments disclosed herein include catheters hav-
ing 1maging transducers within housings. The housings are
designed to protect the transducer and/or wires or wire con-
nectors connected to the transducer from damage during use
of the catheter yet allow for suitable imaging when the cath-
cter 1s 1n use. These catheters may also be provided with other
teatures which allow the transducer to be mounted within the
catheter body 1n a manner that protects the transducer and/or
wires or wire connectors connecting the transducer to a con-
trol handle but allows the catheter body to maintain desired
flexibility and image quality. These features include the use of
flexible fillers, hydrophilic matenals, transmissive materials,
potting materials, various adaptors and other protective struc-
ture which 1s attached to or associated with the transducer.

For a further understanding of the nature and advantages of
the invention, reference should be made to the following
description taken in conjunction with the accompanying
drawings.

BRIEF DESCRIPTION OF THE DRAWINGS

FIG. 1 1s a partial 1sometric view of an atherectomy cath-
eter.
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FIG. 2 1s an 1sometric cross-sectional view of a portion of
the atherectomy catheter of FIG. 1 with a cutting element

shown partially exposed.

FIG. 3 1s an 1sometric view of a portion of the atherectomy
catheter of FIG. 1 with a cutting element 1n a working posi-
tion.

FIG. 4 1s an 1sometric view of an embodiment of a cutting,
clement.

FIG. 5 1s a side view of a portion of a catheter having
ultrasonic imaging capabilities.

FIG. 6 1s a partial cross-sectional view of a portion of the
atherectomy catheter of FIG. 5 with a cutting element 1n a
stored position.

FIG. 7 1s an 1sometric view of a transducer.

FIGS. 8 A and 8B are 1sometric views ol an embodiment of
an adapter for use with a transducer.

FIGS. 9A and 9B are partial cross sectional side views of
another embodiment of an adapter for use with a transducer.

FIGS. 10A, 10B, 10C, 10D, 10F and 10F are cross-sec-
tional side views of a portion of an atherectomy catheter.

FI1G. 11 1s a partial cross sectional side view of a transducer
mounted into a catheter.

FIG. 12 1s a partial cross sectional side view of a transducer
mounted into a catheter.

FIGS. 13A and 13D are side views of portions of the
catheter illustrated in FI1G. 12.

FIG. 13B 1s a partial cross sectional end view of a portion
of the catheter 1llustrated 1n FIG. 12 taken along section 13B
of FIG. 13A.

FIG. 13C 1s a partial cross sectional side view of a portion
of the catheter 1llustrated 1n FIG. 12.

FI1G. 14 1s a partial cross sectional view of an atherectomy
catheter having an 1imaging transducer catheter in use.

FI1G. 15 1s a partial cross-sectional side view of a portion of
an atherectomy catheter.

FIGS. 16A to 16C are side views of an alternate embodi-
ment of the catheter of the present imvention.

FIG. 16D 1s a cross-sectional side view of a portion of the
catheter shown i FIGS. 16 A to 16C.

FIGS. 17A to 17D are side, top and cross-sectional views
of a transducer housing of the catheter of FIGS. 16A to 16C.

FIGS. 18A to 18D are side, top and cross-sectional views
of an alternate embodiment of a transducer housing of the
catheter of FIGS. 16A to 16C.

FIG. 19A to 19D are side, top and cross-sectional views of
a transducer housing of the catheter of FIGS. 16A to 16C.

FIG. 20 1s a schematic view of an atherectomy catheter
during use 1n a body lumen.

DETAILED DESCRIPTION OF PR
EMBODIMENTS

(L]
Y

ERRED

The catheters and methods of the embodiments described
herein are designed to debulk atheroma and other occlusive
material from diseased body lumens, and 1n particular lesions
in peripheral arteries. The catheters and methods are also
suitable for treating stenoses of body lumens and other hyper-
plastic and neoplastic conditions 1n other body lumens, such
as the ureter, the biliary duct, respiratory passages, the pan-
creatic duct, the lymphatic duct, and the like. Neoplastic cell
growth will often occur as a result of a tumor surrounding and
intruding into a body lumen. Debulking of such maternial can
thus be beneficial to maintain patency of the body lumen.
While the remaining discussion 1s directed at debulking and
passing through atheromatous or thrombotic occlusive mate-
rial 1 a peripheral artery, 1t will be appreciated that the
systems and methods of the present invention can be used to
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remove and/or pass through a variety of occlusive, stenotic, or
hyperplastic material in a variety of body lumens.

Apparatus according to the present invention will generally
comprise catheters having catheter bodies adapted for intralu-
minal introduction to the target body lumen. The dimensions
and other physical characteristics of the catheter bodies will
vary significantly depending on the body lumen which is to be
accessed. In the exemplary case of atherectomy catheters
intended for intravascular introduction, the distal portions of
the catheter bodies will typically be very flexible and suitable
for introduction over a guidewire to a target site within the
vasculature. In particular, catheters can be intended for “over-
the-wire” introduction when a guidewire channel extends
tully through the catheter body or for “rapid exchange” intro-
duction where the guidewire channel extends only through a
distal portion of the catheter body. In other cases, it may be
possible to provide a fixed or integral coil tip or guidewire tip
on the distal portion of the catheter or even dispense with the
guidewire enfirely. For convenience of illustration,
guidewires will not be shown 1n all embodiments, but 1t
should be appreciated that they can be incorporated 1nto any
of these embodiments.

The distal portion of the catheters described in these
embodiments may have a wide variety of forms and struc-
tures. In many embodiments, a distal portion of the catheter 1s
more flexible than a proximal portion, but in other embodi-
ments the distal portion may be equally as flexible as the
proximal portion or even more rigid than a proximal portion.
One aspect of the present invention provides catheters having
a distal portion with a reduced rigid length. The reduced rigid
length can allow the catheters to access and treat tortuous
vessels and small diameter body lumens. In most embodi-
ments a rigid distal portion or housing of the catheter body
will have a diameter that generally matches the proximal
portion of the catheter body, however, in other embodiments,
the distal portion may be larger or smaller than the flexible
portion of the catheter. Additionally, many embodiments
include a tlexible distal tip.

The flexible proximal portion of the catheter 1s typically a
torque shaft and the distal portion 1s typically rigid tubing.
The torque shaftt facilitates transportation of the catheter body
and cutter to the diseased site. The proximal end of the torque
shaft 1s coupled to a handle and the distal end of the torque
shaft 1s attached to the distal, rigid portion of the catheter
through the connection assembly. The drive shaft 1s movably
positioned within the torque shait so as to rotate and axially
move within the torque shaft. The drive shaft and torque shatt
are sized to allow relative movement of each shaft without
interfering with the movement of the other shatt. The catheter
body will have the pushability and torqueability such that
torquing and pushing of the proximal end will translate
motion to the distal portion of the catheter body.

The distal portion of the catheter body 1s comprised of a
side opening window which may have a length of approxi-
mately 2 mm. In other embodiments, however, the side open-
ing cutting window can be larger or smaller, but should be
large enough to allow the cutter to protrude a predetermined
distance that 1s suificient to debulk material from the body
lumen.

A rotatable cutter or other tissue debulking assembly may
be disposed 1n the distal portion of the catheter to sever
material which 1s adjacent to or recerved within the cutting
window. In an exemplary embodiment, the cutter 1s movably
disposed 1n the distal portion of the catheter body and mov-
able across a side opening window. A straight or serrated
cutting blade or other element can be formed integrally along
a distal or proximal edge of the cutting window to assist 1n
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severing material from the body lumen. In one particular
embodiment, the cutter has a diameter of approximately 1.75
mm. It should be appreciated however, that the diameter of the
cutter will depend primarily on the diameter of the distal
portion of the catheter body. The cutter 1s typically rotatable
within the distal portion about an axis that 1s parallel to the
longitudinal axis of the distal portion of the catheter and
axially movable along the longitudinal axis.

By moving the cutter outside of the cutting window beyond
an outer diameter of the distal portion of the catheter, the
cutter 1s able to contact and sever material that does not
invaginate through the cutting window. Moving the rotating
cutter outside of the cutting window and advancing the entire
catheter body distally, a large amount of occlusive material
can be removed. Consequently, the amount of material that
can be removed 1s not limited by the size of the cutting
window.

A catheter constructed in accordance with principles of the
present invention comprises a catheter body having a proxi-
mal portion and a distal portion. The proximal portion can be
coupled to the distal portion with a connection assembly to
allow pivoting or deflection of the distal portion relative to the
proximal portion. In some embodiments disclosed herein a
transducer housing 1s connected between the proximal and
distal catheter portions. In these embodiments 1n addition to
housing a transducer the housing functions as the connection
assembly. A proximal end of the catheter body can have a
handle for manipulation by a user, a luer port for connection
to an aspiration or fluid delivery channel, or the like.

Catheters described 1n the embodiments disclosed herein
additionally include vessel imaging capability and are used 1n
conjunction with non-catheter based controls and one or more
user interfaces. For example, an imaging transducer may be
located on the catheter and connected to a non-catheter based
control using one or more of wires, cables, connectors, wire-
less communication, or other means. Signal processing or
signal conditioning components, either catheter based or non-
catheter based, may be interspersed between the transducer
and the control, or may be integrated on the transducer, the
controller or any combination thereot. User imterfaces may be
comprised of visual displays, audible signals, tactile signals,
or other means and can be catheter based, non-catheter based
or both. Imaging transducers are catheter based and may
transduce ultrasonic energy, light energy, infrared energy,
magnetic energy, or combinations thereof. Some examples of
known 1imaging modalities suitable for use 1n catheters of the
present invention include intravascular ultrasound (IVUS),
optical coherence tomography (OCT), and magnetic reso-
nance 1maging (MRI). While the remaining discussion 1s
directed at IVUS, 1t will be appreciated that the catheters,
systems and methods of the present invention can be com-
prised of any of IVUS, OCT or MRI imaging.

Referring to FIGS. 1 to 4, an atherectomy catheter 2 1s
shown which has a cutting element 4, which 1s used to cut
material from a blood flow lumen. The cutting element 4 1s
movable between a stored position (FIG. 6) and a cutting or
working position (FIG. 3) relative to a side opening 6 in a
body 8 of the catheter 2. The cutting element 4 moves out-
wardly relative to the opening 6 so that a portion of the
clement 4 extends outwardly from the body 8 through the
opening 6. The cutting element 4 may be positioned relative
to the body 8 and opening 6 so that less than 90 degrees of the
cutting element 4 1s exposed to cut tissue. Of course, more of
the cutting element 4 may be exposed without departing from
numerous aspects of the invention.

Catheter 2 may have asize 013, 4, 5,6,7,8,9, 10, or 12

French so that 1t 1s compatible with standard sheath si1zes and,
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in particular, 6, 7 or 8 French sheath sizes. Catheter 2 may
have a working length ranging from 20 to 210 cm, and more
specifically, 100,110,113, 120, 133, 135, 136, 145, 150, 180,
or 210 cm depending on the requirements of the anatomical
location 1n which use of the catheter 1s contemplated. Cutter
4 preferably has a diameter slightly less than that of the
maximum size ol catheter 2, typically 0.010", 0.015", 0.20",
0.25" or 0.30" less. However, these relative dimensions are
not meant to be limiting.

During the cutting procedure, the catheter 2 1s moved
through a vessel with the cutting element 4 1n the working or
cutting position as described 1n further detail below. As the
catheter 2 moves through the lumen, the tissue 1s cut by the
cutting element 4 and 1s directed into a tissue chamber 12
positioned distal to the cutting element 4. The tissue chamber
12 may be somewhat elongate to accommodate the tissue
collected during operation of the catheter.

The cutting element 4 1s moved proximally from the stored
position, shown in FIG. 6, so that a cam surface 14 on the
cutting element 4 engages a ramp 16 on the body 8 of the
catheter 2, as shown 1n FIG. 3. The interaction between the
cam surface 14 and the ramp 16 causes the cutting element 4
to move to the cutting position and also causes a distal tip 18
of the catheter 2 to deflect which tends to move the cutting
clement 4 toward the tissue to be cut. Cutting element 4 may
have one or more raised elements 38 on cup shaped surface 24
and a sharpened outermost edge 22.

As shown 1n FIG. 2, the cutting element 1s coupled to a
shaft 20 that extends through a lumen 21 1n the catheter 2.
Catheter 2 1s coupled to exemplary cutter driver 5 shown 1n
FIG. 1. Cutter driver 5 1s comprised of motor 11, power source
15 (for example one or more batteries), a microswitch (not
shown), housing 17 (upper half of housing 1s removed as
shown), lever 13 and connection assembly (not shown) for
connecting shait 20 to driver motor 11. Cutter driver 5 can act
as a handle for the user to manipulate catheter 2. Lever 13,
when actuated to close the microswitch, electrically connects
power source 15 to motor 11 thereby causing rotation of
cutting element 4. The cutting element 4 1s rotated about a
longitudinal axis LA when the shaft 20 rotates. The cutting
clement 4 1s rotated at about 1 to 160,000 rpm but may be
rotated at any other suitable speed depending upon the par-
ticular application.

Opening 6 functions as a cutting window which may be a
cutout opening 1n the distal portion of the catheter. As previ-
ously described, the cutting window should be long enough to
collect tissue and circumierentially wide enough to allow the
cutter to move out of the cutting window during cutting, but
s1zed and shaped to not expel emboli into the vasculature.

As shown 1n FIG. 3, a flexible joint F1J 1s located proximal
to the cutting window to provide a pivot point for camming of
the distal portion relative to the proximal portion. The bend-
ing at tlexible joint FI 1s caused by the interaction of cams or
ramps with the cutter and the tensile force provided through
the drive shaft, as described previously. In exemplary
embodiments, the distal housing can deflect off of the axis of
the proximal portion of the catheter typically between O
degrees and 30 degrees, usually between 5 degrees and 20
degrees, and most preferably between 5 degrees and 10
degrees. The angle of deflection relates directly to an urge
force. A force urging the cutting window against the luminal
wall of the vessel may be created by means of a pre-shaped
curvature (not shown) in the region of the catheter proximal to
the flexible joint in combination with the degree of detlection
of the distal portion relative to the proximal portion. For
example, the greater the angle of detlection, the larger the
profile and the bigger the lumen that can be treated. The
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ranges set forth above allow treatment of vessels ranging from
less than 2 mm to greater than 7 mm within the limits of
mechanical design of the components. It should be appreci-
ated however, that the angles of deflection will vary depend-
ing on the size of the body lumen being treated, the size of the
catheter, and the like.

In some embodiments, the pre-shaped curvature of the
distal portion of the catheter urges the cutter into position
against the vessel luminal surface such that distal advance-
ment of the entire catheter body can move the rotating cutter
through the occlusive maternial. Because the cutter 1s moved a
distance beyond the outer diameter of the distal portion of the
catheter and outside of the cutting window, the user does not
have to invaginate the tissue into the cutting window.

Pushing the entire catheter across a lesion removes all or a
portion of the lesion from the body lumen. Severed tissue
from the lesion i1s collected by directing it along the cup
shaped surface of cutter 4 1nto a collection chamber in the
distal tip 18. Once the catheter and cutter have moved through
the lesion, the cutter can be advanced distally to a position in
which the cutter 1s moved back through the cutting window
and 1nto the collection chamber. The tissue 1s collected as the
severed pieces of tissue are directed into the collection cham-
ber via the distal movement of cutter and catheter.

The catheter may be configured as an over the wire catheter
or a rapid exchange or monorail catheter such as shown 1n
FIG. 16C. For example, the tip of the catheter can include a
lumen having a distal opening and a proximal opening that 1s
s1zed to recerve a guidewire, having a diameter of about 0.014
in., about 0.018 1n., about 0.035 1n. or any other suitable
diameter.

FIGS. 5, 6 and 7 1llustrate catheter 2 having ultrasonic
imaging capabilities located proximal to cutter 4. As shown 1n
FIG. 5, catheter 2 1s comprised of pigtail 60 and catheter body
8 attached to handle 50 having lever 13. Handle 50 1s slideably
received 1nto cutter driver 5. Pigtail 60 1s comprised of cable
62 and connector 64. Cable 62 1s comprised of one or more
clectrically conductive wires 48 which travel within cable 62,
connector 64 and lumen 47 of catheter body 8 so as to elec-
trically connect connector to transducer 40, as shown i FIG.
7. Wires 48 may be comprised of insulated metallic wire,
printed circuit board traces, or other insulated conductors.
Connector 64 may electrically connect wires 48 to one or
more non-catheter based components such as controls, signal
processing components, signal conditioming components,
Patient Interface Modules (PIM’s), user interfaces, cables or
other components.

As shown 1n FIG. 7, an exemplary transducer 40 1s com-
prised of body 33, flex frame 42 and tube 51 having lumen 56
through which drive shait 20 1s slideably received. Tube 51 1s
comprised of stainless steel and extends beyond both distal
and proximal ends of body 53. Flex frame 42 extends beyond
proximal end of body 53 and electrically connects wires 48 to
internal circuitry (not shown) of transducer 40. Body 53
houses electrical circuitry therein and has transducer ele-
ments 55 attached thereto. Transducer elements 55, in some
examples piezo electric crystals, facilitate emission of 1mage
provoking sound pulses and reception of 1mage signals. In
some embodiments sound waves or pulses are 1n a frequency
range of 1 MHz to 70 MHz, 1n other embodiments 10 to 30
MHz, or 1n still other embodiments 20 MHz. Typically trans-
ducer bodies 35 are rigid, similar to the rnigidity of steel or
engineering plastics where the materials of construction have
Youngs Modul1 1n the range of 1,000,000 ps1 to 30,000,000
ps1, and when they are mounted into catheters by conven-
tional means the catheter may lose tlexibility 1n the region of
the transducer.
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In some transducers, flex frame 42 1s susceptible to dam-
age, especially 1t the flex frame 1s bent, when transducer 40 1s
mounted 1nto flexible catheters such as catheter 2. FIGS. 8A
and 8B 1illustrate optional adapter 80 for use with transducer
40. Adapter 80 1s comprised of tube 82, optional collar 84,
optional ring 86, and struts 88; may be made of rigid materials
such as steel, titantum, polyimide, polyester, engineering
plastics, or other materials; and may be machined, molded, or
made by other processes. In use tube 82 of adapter 80 1s slid
over and rngidly attached to tube 31 of transducer 40 using
adhesives, welding, swaging, crimping, or other processes.
Next potting material 83 1s applied to adapter 80 to encase tlex
frame 42 and fill the gaps 87 between struts 88, rube 82,
optional collar 84 and optional ring 86. Suitable potting mate-
rials 83 include flexible acrylics, silicones, urethanes and
other materials having Young’s Moduli typically 1in the range
of 10,000 ps1 to 50,000 psi, 1n some cases about 30,000 psi.
The adapter/transducer combination shown in FIG. 8B sup-
ports the flex frame so that 1t cannot flex as the catheter 2
flexes thereby preventing flex frame fracture. Further, tube 82
of adaptor 80 can extend beyond the potting material so as to
provide a point of attachment for other catheter structures as
will be described below.

FIGS. 9A and 9B 1llustrate alternative optional adapter 90
for use with transducer 40. Adapter 90 1s comprised of inner
tube 92, collar 94 and filler 96, each of which may be made of
rigid materials such as steel, titantum, polyimide, polyester,
engineering plastics, or other materials; and may be
machined, molded, or made by other processes. In use inner
tube 92 of adapter 90 1s slid over and rigidly attached to tube
51 of transducer 40 using adhesives, welding, swaging,
crimping, or other processes. Collar 94 1s then slid over flex
frame 42 of transducer 40 and attached to body 33 of trans-
ducer 40 using adhesives, welding, swaging, crimping, or
other processes. Next filler 96 1s applied to ends of inner tube
92 and collar 94 to encase flex frame 42 and transducer wires
48. Suitable fillers 96 include cyanoacrylate adhesive, stiff
acrylic polymers, silicone polymers, urethane polymers and
other materials having Young’s Moduli typically 1n the range
of 30,000 ps1 to 70,000 ps1, 1n some cases about 50,000 psi.
The adapter/transducer combination shown 1n FIG. 9B sup-
ports the flex frame so that 1t cannot flex as the catheter 2
flexes thereby preventing flex frame fracture. Further, inner
tube 92 of adaptor 90 can extend beyond tube 51 of transducer
40 so as to provide a socket for attachment of other catheter
structures as will be described below.

Referring again to FIG. 6, 1n one embodiment ultrasonic
transducer 40 1s mounted within catheter 2 generally parallel
to catheter axis LA with the assistance of flexible filler 41,
heat shrink 43, flex frame cover tube 45, optional transmissive
material 44 and adhesive 46. Heat shrink 43 functions as a
strain reliel for wires 48 which are wrapped around heat
shrink 43 so that motion of catheter body 8 proximal to heat
shrink 43 1s not transierred to flex frame 42. Heat shrink may
be comprised of polyester or other materials. Flex frame
cover tube 45 surrounds transducer 40 and flex frame 42.
Tube 45 may be made of heat shrink comprised of polyester
or other materials, and helps to prevent damage to flex frame
42 during catheter bending. Flexible adhesive 41 fills gap G
between the transducer 40 and the flex frame cover tube 45 as
well as any voids within catheter body 8 1n the vicinity of
transducer 40 and heat shrink 43 so that air or contamination
in the voids 1s not introduced into the vasculature and to
provide flexibility to the mounted transducer as described
turther below. Flexible filler 41 may be comprised of flexible
acrylics, silicones, urethanes and other materials having
Young’s Moduli typically 1n the range of 1,000 ps1 to 30,000
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psi1, 1n some cases about 4,000 psi. Adhesive 46 adheres to one
or more of transducer body 53 and catheter body 8. Suitable
adhesive materials include cyanoacrylate adhesive, stiff
acrylic polymers, silicone polymers, urethane polymers and
other materials having Young’s Modul1 typically in the range
of 30,000 ps1 to 70,000 psi, 1n some cases about 50,000 psi.
Transmissive material 44 permits transmission of 1mage pro-
voking sound pulses and 1mage signals therethrough,
increases the diameter of transducer 40 to that of catheter
body 8 so as to minimize ledges, angles, or other catch points
along the catheter, and adheres to one or more of transducer
clements 535 and catheter body 8. In the example of ultrasonic
imaging, suitable transmissive materials for intravascular
viewing match the acoustic impedance of blood and vascular
tissue (approximated by the acoustical impedance of water,
1.5 MRayl) and have a low loss coelficient. Examples of
suitable transmissive materials for any of the embodiments
disclosed herein are listed 1n Table 1 below (courtesy of Onda
Corporation, 592 Weddell Drive, Suite 7, Sunnyvale, Calif.
94089).

Acoustic Impedance  Loss Coeflicient (dB/cm

Material (MRayl in MKS units) at 5 MHz)
Ethyl Vinyl Acetate 1.6-1.7 —
Polymethyl Pentene 1.84 ~4.2
Acrylonitrile 2.36 ~10.6
Butadiene

Styrene

Acrylic Epoxy 3.1-3.3 ~8

Optionally, transmissive material 44 may be coated with
hydrophilic coating 49. Hydrophilic coating 49 assures good
acoustical coupling of transmissive material 44 to the aque-
ous environment in which catheter 2 1s used such as 1n blood,
especially 1n cases where transmissive material may not be
tully wetted with blood, for example, when the transmissive
material may have good acoustical properties yet be hydro-
phobic. In some examples hydrophilic coating 49 may be
comprised of polyvinyl pyrrolidone (PVP), polyvinyl alcohol
(PVA), polyethylene glycol (PEG), polyethylene oxide
(PEO), biologically active heparin, anticoagulant, or combi-
nations thereotf and may be 1onically or covalently bonded to
the underlying material. Such biocompatible hydrophilic
coatings 49 may also improve the biocompatibility of the
transmissive material surface by masking the surface from the
body tissues.

In the embodiment of FIG. 6 flexible filler 41 1s more
flexible than transducer body 53, adheres to catheter body 8
and the proximal end of transducer body 53, and fills gap G.
In order to 1llustrate the advantage achieved by use of tlexible
filler 41 catheter 2 1s shown 1n FIG. 10A with a conventional
inflexible filler bridging gap G and i FIG. 10B with flexible
filler 41. As shown schematically in FIGS. 10A and 10B,
when catheter 2 1s flexed 1n a direction transverse to axis LA
flexible filler 41 will compress and elongate as needed to
permit increased catheter bending tlexibility 1in the vicinity of
transducer 40 (FIG. 10B), whereas use of a conventional
inflexible filler exhibits less flexibility 1n the vicinity of trans-
ducer 40 (FI1G. 10A). The figures 1llustrate rigid section RS' 1n
the vicinity of the transducer 1s shorter for the embodiment of
FIG. 6 (as shown 1n FIG. 10B) than rigid section RS created
by using conventional inflexible filler (as shown 1n FIG. 10A).
Tensile and torsional strengths of the catheter section are
preserved because of the adhesive connections between the
transducer body and catheter body 8.
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In an alternative embodiment, one of the ends of transducer
40 may be welded to a proximal end of flexible joint FI. For
example, the distal end of transducer tube 51 may be welded
to a proximal end of flexible joint FJ and the proximal end of
transducer tube 51 may be flexibly bonded to catheter body 8
as shown 1in FIG. 10B. When catheter 2 1s flexed, filler 41 will
compress and elongate as needed to permit increased catheter
flexibility at the proximal end of transducer 40 and flexible
joint FI at the distal end of transducer 40 will also permait
catheter bending 1n the vicinity of the joint. Tensile and tor-
sional strengths of the catheter section will be preserved
because of the adhesive connection between the transducer
body and catheter body 8 and the weld between the distal end
of transducer 40 and the joint.

FIGS. 10C, 10D, 10E and 10F 1illustrate further embodi-
ments of catheter 2. FIGS. 10C and 10D show an embodiment
ol catheter 2 where filler 41 bonds both ends of transducer
body 53 to catheter body 8 and does not extend over the entire
length of the annular gap G between transducer body 53 and
catheter body 8. When catheter 2 bends less filler 41 in gap G
needs to be stretched or compressed as compared to the
embodiment shown i FIGS. 10A and 10B. FIGS. 10E and
10F show an embodiment of catheter 2 where the wall thick-
ness of catheter body 8 1s reduced along a region 101 1n the
vicinity of transducer body 53 so as to permit increased cath-
eter tlexibility i the vicinmity of transducer 40 and to establish
a longer gap G.

FIG. 11 1illustrates catheter 2 having ultrasonic imaging,
capability, transducer 40 and drive shaft strain relief 110
attached to one or more of tube 51 of transducer 40, inner tube
82 of adapter 80 or inner tube 92 of adaptor 90 using adhe-
stves, welding, swaging, crimping, or other processes. Strain
relief 110 1s compatible with the embodiments of F1IGS. 6, 7,
8A, 8B, 9A, 9B, 10B, 10C, 10D, 10E, 10F, 15 and could be
optionally used with any of the other embodiments disclosed
herein. Strain relief 110 may be comprised of thin walled
tubing made of stainless steel, titanium, Nitinol or other mate-
rials and may have one or more slits or apertures along its
length so as to vary 1its flexibility. Strain relief lengths 1n
non-limiting examples range from 25% of transducer length
to 200% of transducer length and also generally from 5 mm to
50 mm 1n length. Strain relief nside diameter 1s sized to
provide a longitudinally and rotationally sliding fit over drive
shaft 20 and can be lined with a shippery material such as
PTFE, FEP, silicone lubricant, or other materials or lubri-
cants, said lining configured as a coating, a tube, a grease, or
other configurations.

Strain relief 110 functions to prevent an abrupt bend of
drive shait 20 at the end of tube 51 (at E in FIG. 11) thereby
improving fatigue life of rotating drive shaft 20. Strain relief
110 also prevents concentrated friction of drive shaft 20
against luminal wall of catheter lumen 21 thereby preventing
localized heating of drive shaft and catheter body 8. Strain
reliefs comprised of metal can also dissipate heat by conduc-
tion or by radiation away from the end of tube 51. Strain relief
110 also prevents end of tube 51 from abrading drive shaft 20
when catheter 2 1s bent transverse to longitudinal axis LA.

FIGS. 12, 13A, 13B, 13C, and 13D 1illustrate an alternate
embodiment of catheter 2 in which transducer 40 1s held
within catheter body 8 1n a manner that allows transducer 40
to essentially float within catheter body 8. As shown 1n FIG.
12 which 1s a partial cross-sectional side view, catheter 2 1s
comprised of catheter body 8, drive shaft 20, transducer hous-
ing 122, brackets 124, transducer 40, and optionally, hydro-
philic material 126 and windowpane 129. Catheter body 8,
drive shaft 20 and transducer 40 have been described previ-
ously. Housing 122 is attached at both proximal and distal
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ends to catheter body 8 using adhesives, welding, swaging,
crimping, or other processes and may be comprised of stain-
less steel, nitinol, polyimide, transmissive materials 44, or
other maternals. Housing 122 has one or more windows 128
therein as well as one or more elongate openings 132 cut
through the wall of housing 122 and internal coating 135.

Struts 134, defined by the elongate openings 132, connect
proximal and distal portions of housing 122 1n the vicinity of
windows 128. Windows 128 are axially aligned with trans-
ducer crystals 55 and allow ultrasonic sound pulses to travel
between transducer crystals 55 and vessel wall, while elon-
gate openings 132 confer flexibility to housing 122. Struts
134 may be integral portions of housing 122 or may be com-
prised of other matenals attached to housing by means of
welding, bonding, or other processes. Strut 134 thickness and
materials of construction may be adjusted to confer either
more or less stifiness to housing in the vicinity of windows
128 transverse to axis LA. Internal coating 135 absorbs or
scatters ultrasonic sound pulses and may be comprised of
silicone rubber, urethane, or other materials.

In some embodiments window locations are positioned to
allow 1maging of pre-determined portions of a vessel wall.
FIG. 14 shows an embodiment wherein catheter 2 1s posi-
tioned 1nside lumen L of vessel V having luminal wall LW
with atheroma A attached thereto. In the embodiment dis-
closedin FIGS.12,13A, 13B, 13C and 13D, ultrasonic sound
pulses generated by transducer 40 will be absorbed or scat-
tered by internal coating 135 so that reflections from the
internal surface of the housing back to the transducer will be
mimmized, thereby improving image signal to noise ratio.
Ultrasonic sound pulses generated by transducer 40 will pass
through windows 128 until they contact vessel V and are
reflected back to transducer 40. In one embodiment, windows
128 may be sized and positioned such that a wide circumier-
ential 1mage 11 1s produced in the vicinity of cutter 4 and
smaller circumierential images 12, I3 are produced on the
opposite side of the catheter from which the cutter 1s located.
One advantage of this window configuration 1s that the cir-
cumierential location of cutter 4 relative to image 11 1s imme-
diately apparent as such location 1s always centered on the
largest window. Another advantage of this window configu-
ration 1s that atheroma adjacent to that portion previously cut
by cutter 4 (1f any) 1s visible and further atheroma removal, 1T
needed, can be planned. Other window numbers and place-
ments are possible for any of the embodiments disclosed
herein 1n order to produce 1images having desired features.

Returming to FIGS. 13A, 13B, 13C and 13D, brackets 124
are comprised of foot 124a and leg 1245 having hole 125
therein, as best seen 1 FIGS. 13C and 13D, and may be
comprised of stainless steel, nitinol, polyimide or other mate-
rials. Hole 125 1s sized to provide a longitudinally and rota-
tionally sliding fit over tube 51 of transducer 40. In the
embodiment of FIG. 12 two brackets are used, one located at
cach end of transducer 40 and attached to housing 122 using
adhesives, welding, swaging, crimping, or other processes.
As shown in FIG. 12, brackets 124 generally center tube 51 of
transducer within catheter body 8 and establish gap 127
between transducer 40 and inner surface of housing 122.
Thus, brackets 124 hold housing 122 1n a manner allowing 1t
to essentially float within catheter body 8.

In some embodiments windows 128 are provided with
windowpanes 129 comprised of transmissive material 44.
Hydrophilic material 126 fills the gap 127 between transducer
crystals 35 and transmissive material 44, and may be attached
to either crystals 55 or transmissive material 44 or both. In
other embodiments hydrophilic material 126 fills all free
volume within housing 122 that 1s not occupied by solid
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components such as transducer 40, adapter 80, 90, bracket
124, or other solids. Hydrophilic material 126 ultrasonically
couples crystals 55 to transmissive material 44 thereby reduc-
ing or eliminating sound reflections from the surfaces of
either or both and may be comprised of polyvinyl pyrrolidone
(PVP), polyvinyl alcohol (PVA), polyethylene glycol (PEG),
polyethylene oxide (PEQO), or combinations thereof. In some
embodiments hydrophilic matenial 1s hydrated with aqueous
media such as saline, heparinized saline, or other media prior
to introduction of catheter 2 into a patient’s body.

As shown 1n FIG. 15, the manner 1n which transducer 40 1s
carried 1n transducer housing 122 allows transducer 40 to
float radially within catheter body 8 when catheter 2 1s bent
transverse to its longitudinal axis. Tensile and torsional
strengths of the catheter section will be preserved because of
the connections between the housing 122 and catheter body 8.
When bent, gap 127 of catheter 2, as shown in FIG. 12, 1s
generally reduced on both the convex and concave side of the
bend. Resistance to gap reduction or gap enlargement 1s low
because gap 127 1s not {illed with any solid substance. Also
rigid section RS 1n the vicinity of the transducer (described
carlier 1n connection with FIGS. 10A and 10B) 1s non-exis-
tent over a range of catheter bends due to the suspension of
transducer 40 on brackets 124. Optionally, strain relief 110 as
described earlier can be added to one or both ends of trans-
ducer 40.

FIGS. 16A to 16D 1illustrate an alternate embodiment of
catheter 2 1n which transducer 40 1s housed within a trans-
ducer housing 222 (shown 1n FIGS. 17A to 17D) 1n catheter
body 8. FIGS. 16A to 16C are side views from different
orientations of a portion of catheter 2 that includes housing
222, connected between a proximal segment of catheter body
8 and a distal tip assembly 267. FIG. 16D 1s a side sectional
view through the central axis of catheter 2. Housing 222
houses and protects transducer 40, which may be fragile and
prone to breaking as the catheter 1s advanced 1n the vessel or
lumen, by carrying or translating the mechanical stresses and
forces surrounding transducer 40. Thus, housing 222, by car-
rying or translating the stresses and forces, 1s mtended to
1solate transducer 40 from these stresses and forces 1n and
around the catheter, and transmit such stresses and forces
through the housing from the proximal end of the housing to
the distal end of the housing thus reducing the stresses and
forces to which the transducer 1s subjected. Housing 222 is
attached at a proximal end to catheter body 8. For purposes of
illustration an outer layer 263 of catheter body 8 1s shown
partially transparent in order to show the structure of catheter
body 8 1n FIGS. 16 A to 16 C. In order to enhance both the
flexibility and strength of catheter body 8 proximal to housing
222, catheter body 8 1s formed of a tube 263 which 1s provided
with elongate openings 266 to enhance the flexibility of the
tube. Tube 265 may be fog need from a stainless steel hypo-
tube which has been laser cut to form the openings. Alterna-
tively, tube 265 might be formed from material such as tita-
nium, polyimide, polyester, engineering plastics or other
materials having similar properties. A distal tip assembly 267
of catheter body 8 distal of the housing 222 may comprise a
tube 268 having the properties of tube 265.

Housing 222 1s shown 1n side, top, axial cross-section and
transverse cross-section in FIGS. 17A, 17B, 17C and 17D,
respectively. Housing 222 may be of multipart construction
which includes a proximal end portion 269, a distal end
portion 270 and a body portion 271. The proximal and distal
end portions 269 and 270 may be formed from first and
second materals, respectively, which are different from a
third material forming body portion 271. For example, the
first and second materials may comprise a metal such as
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titanium or stainless steel and the body portion 271 may
comprise a polymer. In one embodiment the distal end portion
270 comprises titantum, the proximal end portion 269 com-
prises stainless steel and the body portion 271 comprises
acrylonitrile butadiene styrene (ABS). The first and second
materials are selected to provide transducer housing 222 with
suificient strength at 1ts distal and proximal ends and to enable
the housing 222 to be securely connected to the proximal
portion of the catheter body 8 and the distal tip assembly 267.
The third material forming the body portion 271 of housing
222 1s selected to provide the housing with suificient flexibil-
ity. The third matenial 1s also selected from materials that
mimmize any interference with or distortion of the transducer
signals or images sent or received through the third material
or through slot 223 in the third matenal.

In one embodiment the transducer housing 222 1s formed
by a process that combines or joins the body portion 271,
distal end portion 270 and proximal end portion 269 1nto a
single mtegrated part. For example, the transducer housing
may be formed utilizing an injection molding process in
which the body portion 271 1s overmolded onto the proximal
and distal end portions 269 and 270. This results in the for-
mation ol a single integrated housing 222 that has desired
properties of strength, flexibility and connectability.

FIG. 16D 1s a cross-sectional view of housing 222 con-
nected to a portion of catheter body 8. As shown in FIG. 16D,
a portion of transducer 40 proximal of slot 223 1s contained
within a tubular member 272. Tubular member 272 1s formed
from a rigid material which functions to protect transducer
40, flexirame 42 and wires 48 during use of the catheter. In
one embodiment tubular member 272 comprises a stainless
steel hypotube. Tubular member 272 has a lumen with an
inner diameter sized to accommodate the transducer 40. The
transducer 40 1s secured within the tubular member 272 using,
a suitable potting material. The transducer 40 and tubular
member 272 are inserted during assembly within the housing,
222 so that transducer elements of transducer 40 are axially
aligned with slot 223. Tubular member 272 and transducer 40
may be enftirely contained within an interior space of the
housing 22 or, as shown 1n FIG. 16D, may be positioned such
that at least distal portions of both tubular member 272 and
transducer 40 are recerved with housing 222. The tubular
member 272 1s then welded or otherwise attached to the
proximal end portion 269 to fix the tubular member 272 and
transducer 40 within housing 222. A distal portion of tube 265
1s sized to be recerved within a proximal portion of proximal
end portion 269 1n an overlapping arrangement. The proximal
end portion 269 1s then welded or otherwise attached to tube
265 1n this overlapping region. As shown in FIG. 16D, tube
265 may be integrated into catheter body 8 1n a manner that
results 1n the material forming catheter body being received
within openings 266 in tube 265. For example, tube 2635 may
be laminated within catheter body 8 so that the material
forming the catheter body infiltrates into the elongate holes 1n
tube 265.

A transition tube 273 having an interior diameter shightly
larger than an end 51 of transducer 40 may overlap with and
extend from end 51 of transducer 40. The transition tube 273
may be potted within the tubular member 272 with a potting
material 274 to attach it within the housing 222. The transi-
tion tube 273 functions to protect and 1solate flexirame 42 and
wires 48 from the drive shait 20 which 1s omitted from FIG.
16D 1n order to more clearly show the other features
described herein. A continuous lumen 1s formed through cath-
cter body 8, transducer 40 and transition tube 273 to accom-
modate the drive shait 20 which extends through the lumen
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distally past the housing 222 for attachment to the cutter
clement 4 positioned within the distal tip assembly 267.

In the embodiment shown 1n FIGS. 16A, 16B and 16C the
flexible joint FJ 1s formed by a hinged connection formed by
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the distal tip assembly 267. As shown 1n FIG. 17A the distal
end portion 270 of housing 222 has a pair of pin holes 260
positioned on opposite sides of the distal end portion 270.
During assembly, pin holes 260 are aligned with opposing pin
holes 262 (shown 1n FIGS. 16 A to 16C) 1n distal tip assembly
267. A pin 1s then mserted through the aligned pin holes on
both sides of the catheter and welded to the distal tip assembly
2°76. The pins are thus fixedly connected to distal tip assembly
267 in pin holes 262 and movably recerved i pin holes 260 of
housing 222. The result 1s the formation of a hinged joint
connecting the distal end portion 270 of transducer housing
222 to the distal tip assembly 267 allowing the distal tip
assembly 267 to pivot with respect to the housing 222 and
proximal portion of catheter 2 at the hinged jo1nt.

The outer wall of the housing may have a thickness that
minimizes acoustic attenuation by allowing better penetra-
tion through the housing of the acoustic ultrasound signal
produced by the transducer thus improving the quality of
imaging and may be, for example, 0.008 to 0.020 inches
thick. In order to better preserve the structural integrity of
housing 222, ribs 234 may be provided. The ribs 234 may be
pieces or portions which are molded on the outer surface of
the housing or attached to the outer wall of the housing by
means of welding, bonding, adhesives, etc. Alternatively, the
housing 222 and ribs 234 may be itegrally formed such that
the outer surface of housing 222 1s contoured with outward
projections forming the ribs. Ribs 234 strengthen or reinforce
the wall of housing 222 and increase the moment of inertia of
the outer wall of the housing. Thus, the ribs 234 increase the
structural integrity of the housing and protect the housing
from the forces created by the use of catheter 2 1na vessel. The
ribs also reduce the stress on the housing and reduce the
possibility of over-bending, breaking, crimping, etc. The
materials of construction and dimensions (1.e., length, width
and height) of ribs 234 may be adjusted to conter either more
or less stiflness to the housing in the vicinity of slot 223. The
materials of construction and dimensions may also be modi-
fied to adjust the outer diameter or the circumierence of
housing 222. Additionally, the amount and spacing of ribs
234 on the outer wall of housing 222 1s not limited, thus the
number of ribs, as well as the spatial separation of the ribs,
may be increased or decreased as desired and can, for
example, be 1n the range of 5 to 8 ribs located at equal or
differing spatial dimensions around the circumiference of
housing 222. The ribs may be elongate and be positioned such
that they are substantially parallel with the longitudinal axis
of the housing and catheter. The diameter of housing 222 of
the non-ribbed surface may be 0.083 inches wide to maintain
a 7 French guide catheter or sheath compatibility as an
example.

Outer wall of housing 222 has slot 223 which 1s axially
aligned with the transducer crystals of transducer 40 allowing
acoustic ultrasonic sound pulses to travel between transducer
crystals and the vessel wall in such a way as to minimize
attenuation or interference. The transducer 40 will produce a
360° 1image of the vessel through the outer wall of housing
222 and slot 223. However, the radial angled portion of the
360° 1imaged vessel obtained through slot 223 may be of a
higher quality than the remainder of the radial angled portion
of the 360° imaged vessel obtained through the outer wall of
housing 222, thus a larger dimensioned slot may be preferred.
Slot 223 may be sized to provide a radial scanning angle of the
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imaged vessel in the range of 60° to 180° of the circumierence
of the housing and may be more specifically in the range of
120° to 150° and further may be 130° as can be seen 1n FIG.
17D. To mimimize any effect of distortion and to minimize the
amount or size ol any artifacts 1n the image, the edges 280 of
the opening of slot 223 may be shaped or angled to coincide
with the radius of the catheter, as best seen 1n FIG. 17D.

Slot 223 may be positioned directly proximal of the cutting
window so the physician 1s able to view with greater clarity
and accuracy what has just been cut or removed at a treatment
site 1n a vessel or lumen as the catheter 1s advanced distally 1n
the lumen with the cutting element 1n the working position.
Alternatively, slot 223 may be positioned at other locations
along the catheter body. Additionally, the catheter could be
advanced distally in the lumen with the cutting element in the
stored position until slot 223 1s adjacently aligned with the
treatment site so that the physician i1s able to view with greater
clarity and accuracy what 1s about to be cut or removed from
the treatment site.

Slot 223 provides an opening into the lumen of the housing
which allows blood or other fluid to be in direct contact with
the outer surface of the transducer thereby improving the
quality of the image produced by improving the acoustical
coupling of the sound waves from the transducer, through the
fluid, and to the lumen wall. The urge created by the bend 1n
catheter 2 may result 1n housing 222 being pushed against a
vessel wall, potentially distorting or interfering with the
image quality produced by the transducer, especially at the
areca ol housing where slot 223 1s located. Ribs 234 also
function to space the housing away from any direct contact
with a vessel wall created by such urge of the catheter. The
spacing allows fluid in the vessel to more freely flow between
the housing and the vessel wall, and between the transducer
and vessel wall when slot 223 1s directly opposed to the vessel
wall. This spacing improves image quality and image resolu-
tion.

Slot 223 may have a longitudinal width 01 0.070 inches and
a transverse width of 0.055 inches. It should be understood
that the slot 223 of housing 222 could have any desired
dimension depending upon the application and that housing
222 may have multiple slots located 1n the outer wall of the
housing. For example, housing 222 could have 2 (as shown in
the embodiment of FIGS. 18 A to 18D), 3 or 4 slots as desired.

Catheter 2 may be provided with a saline source connected
to a saline pump or drip located at the proximal end of the
catheter (not shown) to maintain a positive pressure of saline
flowing through the lumen of the catheter. The positive pres-
sure created by the saline pump allows the saline to flow/
move through the lumen and prevents air from becoming
trapped or enclosed in the lumen of the catheter. The quality
of the image produced by the acoustic ultrasound pulses of the
transducer are improved 11 fluid 1s maintained within housing,
222. Therefore catheter 2 may be provided with a gap or
spatial dimension between the mner diameter of the outer
wall of the housing and the outer diameter of the transducer,
allowing the saline to flow 1nto the housing. The spatial gap
between the inner diameter of the outer wall of the housing
and the outer diameter of the transducer may additionally
allow blood from the vessel to enter into the housing through
slot 223 both preventing air pockets from being trapped in the
housing 222 and maintaining tfluid over the transducer. The
gap or spatial dimension between the housing 222 and the
transducer 40 may be 1n the range 01 0.003 to 0.009 inches and
turther may be 0.007 inches but could be wider or narrower,
as desired. Housing 222 may also be provided with weep hole
249 through which fluid may exit the housing to improve fluid
flow through the lumen of the catheter generally and 1n the
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housing specifically. Weep hole 249 may be located away
from the crystals of the transducer, or opposite the slot, to
avold any interference or attenuation of the image.

As best seen 1n FIG. 16C, catheter 2 may be provided with
guidewire lumen 250 distal of housing 222. ' Two ribs 234 may
be located directly opposite slot 223. These two ribs 234
provide a channel or pocket which aligns with the guidewire
lumen 250. The gmdewire may reside within this channel or
pocket. This structure provides at least two functions. First, 1t
minimizes the crossing profile of the guidewire GW over the
housing since the guidewire 1s maintained between the ribs.
Second, confining the guidewire to a location between the
ribs which 1s opposite the slot reduces both the artifacts in the
image and attenuation of the signal which may be caused 1f
the guidewire 1s positioned at or near the slot. This position-
ing, 1n addition to minimizing the distance between the outer
diameter of the housing and the guidewire, prevents signifi-
cant ringing or distortion of the image and thus improves the
overall quality of the image produced. Software may further
be used to filter and remove any ringing or residual artifacts
produced by the guidewire GW.

FIGS. 18 A to 18D 1llustrate an alternate embodiment of the
housing of catheter 2 1n which transducer 40 1s housed within
housing 222a. The outer wall of housing 222q may have a
thickness which serves to minimize acoustic attenuation by
allowing better penetration of the acoustic ultrasound signal
produced by the transducer. However, 1in order to preserve the
structural integrity of housing 222a the housing may be pro-
vided with ribs as previously described, or may have an
increased wall thickness. Transducer 40 will produce a 360°
image through the outer wall of housing 222a and slots 223a,
with the radial angled portion of the 360° 1maged vessel
obtained through slots 223a being of a higher quality than the
remainder of the radial angled portion of the 360° imaged
vessel obtained through the outer wall of housing 222a. Slots
223a may produce substantially 1dentical or differing radial
angles of the imaged vessel in the range of 60° to 180° of the
circumierence of the vessel and may be more specifically 1n
the range of 65° to 85° and further may be 73°. Slots 223a
may have longitudinal widths of 0.051 inches and transverse
or radial widths of 0.041 inches. It should be understood that
slots 223a of housing 222a could have any desired dimen-
sions depending upon the application. It has been found that
some signal distortion may be caused if the slots 223a (or
other slots described 1n connection with other embodiments)
have sharp edges or cormners. Therefore, to minimize any
elfect of distortion and to minimize the amount or size of any
artifacts in the image, the edges of the opening of slots 223a
may be shaped or angled to coincide with the radius of the
catheter.

FIGS. 19A to 19D 1llustrate a further alternate embodiment
of a transducer housing 222b. Housing 22256 i1s similar to
housing 222 except that 1s does not have ribs 234. Housing
2225 includes opening 2235, and pin holes 2605, which cor-
respond 1n structure and function to opening 223, and pin
holes 260 of housing 222. Thus, those elements need not be
described further 1n connection with housing 2225. Housing
222H may have a smaller diameter or crossing profile than
housing 222.

Some exemplary methods of the present invention will now
be described. One method of the present mnvention comprises
delivering a catheter to a target site 1n a body lumen. As shown
in FI1G. 20 catheter 2 can be introduced at an introduction site
166, through a guide catheter or sheath and over a conven-
tional or 1imaging guidewire using conventional interven-
tional techniques. The debulking catheter can be advanced
over the guidewire and out of the guide catheter to the dis-
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cased area. The catheter 1s advanced to the treatment site with
the cutter 1n the stored position as shown 1n FIG. 6. As shown
in FI1G. 3 catheter 2 will typically have at least one flexible
jo1nt to allow pivoting about one or more axes of rotation to
enhance the delivery of the catheter into the tortuous anatomy
without dislodging the guide catheter or other sheath.

During catheter 2 advancement over arch 162 or through
tortuous bends 164 significant catheter flexibility will be
helptul or necessary. When the region of catheter 2 comprised
of 1imaging transducer 40 bends transverse to longitudinal
axis LA the transducer mounting configurations of, for
example, FIGS. 6, 7, 8A, 8B, 9A, 9B, 10B, 10C, 10D, 10FE,
10F, and 15 allow gap G, 127 to be reduced and/or enlarged
thereby decoupling the bending stifiness of transducer 40
from catheter body 8 and reducing the force needed to
advance catheter 2 around bends 162, 164. In some embodi-
ments the transducer mounting configurations described
herein make 1t possible to advance catheter 2 across bends
such as bends 162, 164. Further, as 1n the embodiments of
FIGS. 16 A to 19D, the housing and 1ts connection to the
proximal catheter body torque shait may create a longitudinal
length of ngidity 1n the area where the urge force exists 1n
other embodiments of the present application. This length of
rigidity may counteract the urge force which 1s necessary for
catheter advancement around bends 1n lumens of vessels. In
order to compensate for this length of increased rigidity 1t
may be necessary to adjust the degree of bend 1n the catheter
body. Further, it may be necessary to adjust and vary the radii
of the catheter body proximal to the housing to displace the
location of the urge of the catheter to an alternate location 1n
order to maintain the urge force necessary for the distal
advancement and proximal retraction of the catheter through
the bends of the vessel lumen.

After crossing arch 162, bends 164, and/or other tortuosity
the cutter 4 of catheter 2 can be positioned proximal of the
treatment site such as atheroma A. Optionally, transducer 40
can be activated and IVUS or other imaging modality can be
used to verily the position of the cutter relative to material, for
example atheroma, 1n the vessel V while imaging catheter 2
may be advanced and withdrawn past atheroma A until a
treatment strategy 1s chosen.

Once the position of the catheter 1s confirmed, the cutter
will be retracted proximally and moved out of cutting window
to 1ts exposed position. In some embodiments, movement of
the cutter can deflect the distal portion of the catheter to
increase the profile of the catheter at the target site. Movement
of the cutter 1s typically caused by proximal movement of
lever 13 and tensioming of drive shait 20. When the cutter 1s
moved proximally 1t contacts ramp or cam surfaces so as to
guide the cutter up and at least partially out of the cutting
window. Additionally, the distal portion of catheter body
rotates about the joint to provide an urging force for the cutter
(and catheter body) to move toward the diseased area.

The cutter can be rotated and vessel V can be debulked with
the exposed cutter by advancing catheter 2 distally through
vessel V. In some embodiments the transducer housing 122
window pattern 1s used as a guide to assure that cutter 4 1s
aligned with atheroma A. Preferably, a distal portion of the
catheter 1s rotated around longitudinal axis LA, or pivoted or
deflected to position the cutter adjacent the target material.
Thereaiter, the catheter and the rotating cutter can be moved
through the body lumen to remove the target material from the
body lumen until imaging indicates that suificient or all
atheroma has been removed by the cutter.

In some embodiments, catheter 2 can be advanced through
the vessel V with the cutting element in the stored position to
adjacently align slot 223 with the treatment site for imaging.
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The catheter can then be proximally retracted a distance and
the cutting element moved to the working position exposing
the cutter. Catheter 2 can then be distally re-advanced to
debulk the treatment site with the cutter. The transducer,
which can be located directly proximal of the cutter, images
the treatment site as the cutter debulks the vessel. After
debulking, the cutting element can be moved to a non-work-
ing or stored position and the catheter may be advanced or
retracted over the treatment site, as desired, while imaging to
verily suilicient atheroma has been removed by the cutter. It
1s to be understood that any or all these steps may be
employed by the physician using the catheter and should be
noted that in some applications 1maging the treatment site
before debulking may not be necessary. It should also be
noted that any or all of these steps may be performed with any
of the catheter embodiments disclosed herein.

After the vessel has been treated sulliciently with catheter
2 the catheter 1s withdrawn through arch 162, bends 164,
and/or other tortuosity, during which significant catheter flex-

ibility will be helpiul or necessary. The transducer mourning
configurations of, for example, FIGS. 6, 7, 8A, 8B, 9A, 9B,

108, 10C, 10D, 10E, 10F, and 15 allow gap G, 117 to be
reduced and or enlarged thereby decoupling the bending stifi-
ness of transducer 40 from catheter body 8 and reducing the
force needed to withdraw catheter 2 around bends 162, 164.

The above description and the drawings are provided for
the purpose of describing embodiments of the invention and
are not intended to limit the scope of the invention 1n any way.
It will be apparent to those skilled in the art that various
modifications and variations can be made without departing
from the spirit or scope of the mnvention. Thus, it 1s intended
that the present invention cover the modifications and varia-
tions of this invention provided they come within the scope of
the appended claims and their equivalents. Further, while
choices for materials and configurations may have been
described above with respect to certain embodiments, one of
ordinary skill in the art will understand that the materials and
configurations described are applicable across the embodi-
ments.

What 1s claimed 1s:

1. A catheter for deployment 1n a vessel comprising:

a control handle;

an elongate proximal segment having proximal and distal
ends, the proximal end being connected to the control
handle;:

a distal tip assembly having proximal and distal ends;

a tissue-removing element 1n the distal tip assembly;

a housing having a proximal end portion comprising a first
material, a distal end portion comprising a second mate-
rial, and a body portion extending between the proximal
and distal end portions, the body portion comprising a
third matenal, the first and second materials being dif-
ferent from the third material, the proximal end portion
being connected to the distal end of the elongate proxi-
mal segment, the distal end portion being connected to
the proximal end of the distal tip assembly, the housing
having a luminal wall with an inner surface defining a
lumen, the luminal wall having at least one slot; and

a transducer mounted at least partially within the lumen of
the housing.

2. The catheter of claim 1 wherein an outer surface of the
housing has at least one longitudinally extending rib on the
outer surface of the luminal wall.

3. The catheter of claim 2 wherein the at least one longitu-
dinally extending rib on the outer surface of the luminal wall
1s 1n the range of 5 to 8 ribs.
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4. The catheter of claim 1 wherein the at least one slotin the
luminal wall 1s two slots.

5. The catheter of claim 1 wherein the transducer 1s at a
position spaced from the luminal wall to form a gap between
the transducer and the luminal wall.

6. The catheter of claim 1 wherein the transducer 1s con-
figured to have 360° 1image capability of the vessel through
the luminal wall of the housing and through the at least one
slot of the housing, a radial angle of the circumiference of the
housing imaged by the transducer through the at least one slot
in the luminal wall of the housing 1s 1n the range of 60° to
180°.

7. The catheter of claim 6 wherein the radial angle 1s 1n the
range of 120° to 1350°.

8. The catheter of claim 7 wherein the radial angle 1s 130°.

9. The catheter of claim 4 wherein the transducer 1s con-
figured to have 360° 1image capability of the vessel through
the luminal wall of the housing and through the at least one
slot of the housing, radial angle of the circumierence of the
housing 1maged by the transducer through each slot 1n the
luminal wall of the housing 1s 1n the range of 60° to 180°.

10. The catheter of claim 9 wherein the radial angle 1s 1n the
range of 65° to 90°.

11. The catheter of claim 10 wherein the radial angle 1s 73°.

12. The catheter of claim 1 wherein the first and second
materials comprise metal and the third material comprises
polymer.

13. The catheter of claim 12 wherein the first material
comprises stainless steel, the second material comprises
tungsten and the third material comprises acrylonitrile buta-
diene styrene (ABS).

14. The catheter of claim 12 wherein the distal end of the
clongate proximal segment connected to the proximal end
portion of the housing comprises stainless steel.

15. The catheter of claim 1 further comprising: a first
tubular member having proximal and distal ends and a wall
defining a lumen, at least a portion of the first tubular member
being positioned within the lumen of the housing and being,
connected to the proximal end portion of the housing.

16. The catheter of claim 15 wherein a proximal portion of

the first tubular member extends proximally from the proxi-
mal end of the housing within a lumen 1n the elongate proxi-
mal segment such that the proximal end of the first tubular
member 1s proximal of the distal end of the elongate proximal
segment.

17. The catheter of claim 15 further comprising: a second
tubular member having proximal and distal ends and a wall
defining a lumen, at least a portion of the second tubular
member being positioned within the lumen of the first tubular
member, a distance between an outer surface of the wall of the
second tubular member and an 1nner surface of the wall of the
first tubular member defining a gap between the first and
second tubular members; and wherein the transducer further
comprises wires extending proximally to the control handle,
the wires being positioned to extend through the gap between
the first and second tubular members.

18. The catheter of claim 15 wherein the distal end of the
first tubular member 1s proximal of the slot 1n the housing.

19. The catheter of claim 17 wherein the distal end of the
second tubular member 1s positioned between the distal and
proximal ends of the first tubular member and the proximal

end of the second tubular member 1s positioned proximal of

the proximal end of the first tubular member.
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20. The catheter of claim 1 wherein the distal end of the
clongate proximal segment 1s connected to the proximal end
portion of the housing by a weld.

21.The catheter of claim 1 wherein the distal end portion of
the housing includes opposing pin holes which are positioned
to align with opposing pin holes 1n the distal tip assembly and
wherein the catheter further comprises pins positioned in the
aligned pin holes.

22. The catheter of claim 17 further comprising a potting
material contained within the gap between the first and sec-
ond tubular members.

23. A catheter for deployment 1n a vessel comprising:

a control handle;

an elongate proximal segment having proximal and distal
ends, the proximal end being connected to the control
handle:

a distal tip assembly having proximal and distal ends;

a tissue-removing element 1n the distal tip assembly;

a housing having a proximal end portion, a distal end
portion, and a body portion extending between the
proximal and distal end portions, the proximal end por-
tion being connected to the distal end of the elongate
proximal segment, the distal end portion being con-
nected to the proximal end of the distal tip assembly, the
housing having at least one slot;

a first tubular member having proximal and distal ends and
a wall defining a lumen, at least a portion of the first
tubular member being positioned within the lumen of
the housing and being connected to the proximal end
portion of the housing; and

a transducer mounted at least partially within the lumen of
the housing, at least a portion of the transducer being
positioned within the lumen of the first tubular member,
the transducer having image capability of the vessel
through the at least one slot of the housing, the trans-
ducer 1including wires extending proximally to the con-
trol handle.

24. The catheter of claim 23 wherein a proximal portion of
the first tubular member extends proximally from the proxi-
mal end of the housing within a lumen 1n the elongate proxi-
mal segment such that the proximal end of the first tubular
member 1s proximal of the distal end of the elongate proximal
segment.

25. The catheter of claim 23 further comprising:

a second tubular member having proximal and distal ends
and a wall defining a lumen, at least a portion of the
second tubular member being positioned within the
lumen of the first tubular member, a distance between an
outer surface of the wall of the second tubular member
and an nner surface of the wall of the first tubular
member defining a gap between the first and second
tubular members, the wires extending through the gap
between the first and second tubular members.

26. The catheter of claim 23 wherein the distal end of the

first tubular member 1s proximal of the slot 1n the housing.

277. The catheter of claim 25 wherein the distal end of the
second tubular member 1s positioned between the distal and
proximal ends of the first tubular member and the proximal
end of the second tubular member 1s positioned proximal of
the proximal end of the first tubular member.

28. The catheter of claim 25 further comprising a potting
material contained within the gap between the first and sec-
ond tubular members.
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